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131 Morristown Road
ing Ridge, NJ 07920-1650

July 22, 1993

M. Jerome E. Dennis, Chief

Li ght Products Branch (HFz-312) .

O fice of Conpliance

Center for Devices & Radiological Health
Food & Drug Administration

1390 Piccard Drive

Rockville, MD 20850

Dear M. Dennis:

Re: FDA 21 CFR Part 1040 Notice of Intent
to Amend Performance Standard

AT&T commends the Food & Drug Administration's intent

to anend the Performance Standard for Laser Products

(21 CFR 1040). AT&T has been proactive in supporting ANS
and 1EC efforts to harnonize |aser safety standards while
vigilant to the requirement of maintaining public safety.
AT&T appreciates the accunulation of new biological data
since 1985, and is pleased that this data has been
considered in the standards-setting process.

AT&T views this Notice of Intent as a positive effort in
the areas of harnonization, recognition of biological evi-
dence, and practicality associated wth conpliance and
product safety. AT&T supports the FDA's intention on these
poi nts: 5
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Har moni zat i on

Har noni zation with ANSI and IEC will serve to increase the
conpetitiveness of U S. products around the world. The

gl obalization of markets has made it inperative for U S
corporations to conformwth global standards. The harno-
nization, especially with the 1ec, wll make confornance

| ess conplicated and nore cost effective. In this respect,
AT&T supports amendments 12 and 13 which propose that |EC
825 warning and explanatory |abels be accepted as alterna-
tives to current |abels and non-interlocked housing |abels.

Bi ol ogical Data

AT&T supports the FDA' s recognition of new biological evi-
dence, since 1985, in proposing anendnents 1, 4, 5 6, & 7.
While nost of these anendnents could also be categorized
under “harnoni zation,” AT&T wants to enphasize and support
the conclusions of the nmenbers of FDA, |EC and ANSI commit -
tees based on the interpretation of the increasing body of
research that advances the safe use of |asers.

AT&T agrees with rFpa's proposals to increase the AEL in the
spectral range from 500 to 1400 nanoneters for em ssion
durations of 10 seconds or longer; to reduce the AEL of
Class 1 for repetitively pulsed |asers; to expand the wave-
| ength range for "eye safe" infrared |laser radiation; to
anmend the AEL of the classes of |aser products; and to re-
vise the neasurenment paranmeters for radiant power or energy

Practical Considerations

AT&T agrees that sonme requirenents in the current Perform
ance Standard do not inpact public safety but may place a
burden on the manufacturer. Since sone of these anendnents
also bring FDA in accord wth 1EC and ANSI, we support the
i nclusion of amendnents 2, 3,8,9,10, 14, and 15.




We recognize the practical inportance of reducing the ems-
sion durations for the Cassification of dass | |aser
products that emt visible or infrared [aser radiation not
i ntended for human exposure; the addition of a Cass IIIa
for the ultraviolet and infrared regions; the relaxation of
the radiation levels for safety interlocks; the relaxation
of the requirenent for emssion indicators and beam attenu-
ators; the addition of the requirement for visible indica-
tors for renote laser apertures for Cass IIIb and IV
systens; the sinplification of the requirements for |abels
for noninterlocked and defeatably interlocked protective
housi ngs; and the sinplification of the user information
requirements.

Amendrments 11, 16, 17, 18, and 19 do not currently apply to
our business so we decline to comment on these at this tine

Al so, AT&T requests that a section be included in the
amendment to exenpt from reporting certain |ow power |aser
products. This section would condense and clarify provi-
sions set forth in Laser Notices 36, 41 and 42 and other
notices as applicable. Such inclusion would nake avail able
such information to the broad audience it is intended for
and reduce m sunderstandi ngs associated with the adm nis-
tration of the regulation.

We appreciate the opportunity to conmment on these amend-
ments to the l|aser product performance standard. | f you
need any followup coments, please call our Corporate
Laser Safety O ficer, Ron Petersen, on (908) 582-6442.
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Leon M trani
Member of the
Technical Staff



